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Ln the Claims 



Applicants submit herewith a marked-up version of the claims. Entry of the 
amendments is requested. Please amend claims 1, 8 11, 12 and 33 as shown on 
the marked up versions of the claims. Please withdraw Claims 22-32. 

The submitted marked-up versions of the claims follows standard 
amendment rules, wherein added text has been underlined and deleted text has 
been bracketed. The status of each claim is additionally provided. 

Remarks to Amen ded Claims 

Claims 1 , 1 1 , and 33 have been amended to specify that the analyte detector 
is for troponin, which would include a binding site for troponin. Support for this 
amendment is found throughout the specification. Specifically, support can be 
found at paragraphs [0003], [0006], [001 1], [0027], [0028], [0030], [0032] [0039] 
[0048], [0066], [0073], [0074], [0075]. [0076], and [0079] of the specification. 

Claim 8 has been amended to indicate that the visible light energy is "emitting 
energy." Support for this amended is found at paragraph [0033] on page 6, where it 
is indicated that the Tight emitter 34 may comprise, for example, a laser diode that 
emits visible light in a narrow range of wavelengths. . ." (emphasis added) 

Claim 1 1 has also been amended to reference an "implantable analyte 
detector" [originally "analyte detector implanted in a body of a patient"]. This 
amended is both inherently supported by the original claim language, as well as 
found throughout the specification. Specifically support for the implantable analyte 
detector can be found in paragraphs [0006], [0015], and [0032] of the specification. 

Claim 12 has been amended to provide that at least one of the dyes is 
selected by changing the word "and" with the word "or" so that at least one dye is 
comprised from the compounds on the list. Support for this change is found starting 
on page 11, paragraph [0056] and continuing to page 12, paragraph [ 0061] where 
each dye is discussed in the alternative as a separate embodiment. 

Claim 18 has been amended to reference "said light emitter and said light 
detector" of parent Claim 1 1 . Support for this change is inherent from parent Claim 
11. and so that Claim 18 appropriately references the light emitter(s) and detectorfs) 
of Claim 11. x ' 
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Applicants' Response 



Applicants respond below to each section of recent Examination by including 
(1) a restatement of the rejection/objection in single spaced type, fo„owed by (2) 
Applicant's response in double space type. 

Bection/Restrtetinn 

Applicant's election with traverse of Invention I, Claims 1-21 and 33-37 in th* 
reply filed I on 11/28/05 was acknowledged, but was no found per^uas^e 
because the combination did not set forth the details of ^"i^SS^on as 

KEff'SET 1, ' n iC = ar the plUmlityof sensin 9 e,ements anchored to a 
substrate. Furthermore, the Examiner found the subcombination has separate 

utility as an analyte measuring device used outside of the body and has practical 

applications that generally fall outside of the scope set forth in the combination 

i ne requirement was still deemed proper and was therefore made FINAL. ' 

Applicants acknowledge the present restriction and have withdrawn Claims 

22-32. 



Claim Objections 

Claim 12 was objected to because of the following informalities- on line 3 the 

SSJSilX Sr ,aced by " or so that the dyl is on * one - *° ~ 

^2? I 6 w . as J^ 6 *?*? to because of the following informalities: the claim 
recites "wherein the a light emitter.. .". Appropriate correction is required 

Applicants wish to thank the Examiner for noting the need for the corrections 
to Claims 12 and 18. Applicants have amended Claim 12 to replace 'and" with 
"or" so that at least one dye is chosen from the list of dyes. Similarly, Applicants 
have amended Claim 18 to reference "said light emitter and said light detector" 
of parent Claim 11. 

Applicants indicate that the present objections to Claims 12 and 18 have 
been cured and respectfully request the present objection be removed. 
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Claim Rejections under ns n g 112. SecnnH P*~ rriph 



Claim 8 has been amended to indicate that the visible light energy is "emitting 
energy." Support for this amended is found at paragraph tQ033] on page 6, where it 
is indicated that the "Light emitter 34 may comprise, for example, a laser diode that 
emits visible light in a narrow range of wavelengths ..." (emphasis added] 

Applicants respectfully request the present reject be removed in view of the 
submitted amendment. 



Claim Rejections under 35 USC q im 

1 • Claims 1 1-21 were rejected under 35 U.S.C. 101 because the claimed 
invention was indicated to be directed to non-statutory subject matter. Claim 
1 1 recites an analyte detector implanted in a body of the patient " which 
was found to improperly include a living subject as part of the claimed subject 
matter. The Examiner has indicated that the claim should be amended to 
recite an analyte detector adapted to be implanted in..." to avoid this problem. 

Applicants thank the Examiner for the suggested change to claims. 
Applicants have amended Claim 11 to reference an "implantable analyte detector" 
[versus an "analyte detector implanted in a body of a patient"]. Applicants believe 
indicating the detector is implantable as ft avoids any possible interpretation that 
Claims 11-21, in whole or part, is directed to nonstatutory subject matter. 

In view of the submitted amendments, Applicants respectfully request the 
present rejection under 35 USC § 101 be removed. 
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Cjatm Rejections under 35 U SC S 10? nv.r Chick et 

* S3 jsswyssssf 36 uso - 102(b ' as be "* -**«<■ 

e ^f Re9 f rd ' ng C,aims 2 " 3 ' Chick et a ". w as cited for teaching a drua delivprv 

SS«2\fJr7? p 8 estabhs ted wherein a prescribed amount of druo is 
S5 i X! ;Ts) mSaSUreC ' 3na,yte °° ncentra ««" ^ceeds a certain threshold 

• ■ R ! 9a ? i D? Claim 8 ' Chlck et aL was c « ta d for teaching the iiluminatina en Pmv 
is visible light at a wavelength of 472 nm (col. 11, linTs 36-47) 9 W 

ma H9 c ' aim 1 ?' Chick et aL was cited for teac Wng the analyte measured 
may be a narcotic such as cocaine or heroin (col. 5, lines 49-50). measureo 

Applicants have submitted amendments to the three standing independent 
claims (Claims 1 , 1 1 , and 33) to focus the scope of the present claims to an analyte 
detector for troponin. Although Chick et al. teaches a FRET detector system, no 
where in Chick et al. is there a teaching for making or using a troponin analyte 
detector or does Chick et al. suggest the merits of such a system. 

Because a reference much teach each feature of the claimed invention 
Applicants respectfully request the present rejection over Chick et al. be withdrawn. ' 



3. 



Claim Rejections uncte r 35 USC $ 1Q2 ov er Rao et g| 

2. Claims 1, 4-8, 11, 17 and 19-21 were rejected under 35 U S C 102iM as 
being anticipated by Rao et al. (US Patent No. 5,628,310) Rao etal 
discloses a system for measuring in vivo analyte concentrations uslno FRET 

ttn\V^?tlXt7> Pr0tein> ' li9ht **** 18 ' ^ ProCeSSOr 28 " 
Regarding Claim 17, Rao et al. was also cited for disclosino a svstem u/ifh 

As previously indicated, Applicants have submitted amendments to the 
standing independent claims (Claims 1. 11. and 33) to focus the scope of the 
present claims to an analyte detector for troponin. Although Rao et al teaches a 
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FRET detector system, no where in Rao et al. is there a teaching for making or 
usrng a troponin enalyte detector. Furthermore, nowhere in Rao et al. is there a 
suggestion that such a use would be beneficial. 

Because a reference much teach feature of the claimed invention, Applicants 
respectfully request the present rejection over Rao et al. be withdrawn. 



Claim Rejections under 35 USC 6 103 in „ iew of CMrAt » f g , 

Chick e?ri3?r! UnC ? £ U '®£- 103 < a > as bein 9 unpatentable over 
PP *?? tC> Cla,m 1 above< Chick was 01460 f or disclosing a method 
for detecting an analyte in the human body comprising placing an analyte 

meafuln 5f? fl "? rescent d * es *• body, illuminating the debtor, and 

SSS rSSl! alyle 52!? ntraBon based upon the ratl '° of emitted by 

the two dyes as a result of fluorescent resonant energy transfer (FRET) between 

SSL : rt ?S' Ck .i eaC ^ S , th w at the system is suitable ** measuring man "ifferenf 
types of analytes, including antigens (col. 5, lines 31-32). Although Chick does 

Jf^T* ?, th ? °™ dtac tr °P° nin -T ^tigen, official notice is 
taken tha this particular protein is a well-known antigen. Therefore it would have 

m^T* t0 ,° ne "f™ 9 0rdinarV Ski " in the art a < the «ne the^nveS was 
troponin- ^ 38 disdosed b y Chick et ««« *> measure cardiac 

To establish a prima facie case, the Examiner must show some suggestion or 
incentive that would have motivated the skilled artisan to modify a reference or to 
combine references. In re: Fine, 837 F.2d 1071. 1074, 5 U.S.P.Q.2d 1596, 1598 
(Fed. Cir. 1988). Applicants respectfully assert that the Examiner has therefore 
fa.led to set forth a prima facie case of obviousness. There has been no evidence 
that the skilled artisan would have been motivated to modify the cited prior art 
reference or more importantly that Applicants' modifications would have a 
reasonable expectation of success. It is also clear that the prior art reference does 
not teach or suggest all the limitations of Applicants' claims directed to a troponin 
analyte detector as now indicated in Applicants' claims. 

Obviousness must also be predicated on something more than that it would 
be obvious to try to make the claimed invention. In re Dow Chemical Co., 5 USPQ2d 
1529 (Fed. Cir. 1987). In re Antonie, 195 USPQ2d 6 (CCPA 1977). The Examiner is 
merely suggesting that the combination claimed by the present invention would at 
best be "obvious to try" for one skilled in the art. Applicants remind the Examiner 



PAGE 8/17 * RCVD AT 4/18/2006 3:43:46 PM [Eastern Daylight Time] * SVR:USPT0-&XRF-2/1 1 * DN1S:2738300 * CSID:7635052530 * DURATION (mm-ss):0442 



04/18/2006 13:43 7635052530 



MEDTRONIC PATENT TM 



PAGE 09/17 



Serial No. 10/698,050 
Filing Date: 10/30/2003 

that 'obvious to try" is not the standard under § 103. in re O'Farrell, 853 F.2d 894 
Fed. C.r.1988); Hybritech, Inc. v. Monoclonal Antibodies, Inc. 802 F.2d 1367 1380 
(Fed. Cir. 1986). 

The Examiner has stated that official notice is taken that Troponin is a well 
known antigen. First, if the Examiner is making an official statement from personal 
knowledge, then a proper affidavit should be submitted. Even if Troponin is a well 
recognized antigen there is no teaching or suggestion to making the claimed 
troponm analyte detector system, or that such an analyte detector system would be 
operative. As previously discussed obvious to try is not the legal test for 
obviousness. 

Because there is no teaching or suggestion to make the claim troponin 
analyte detector, Applicants respectfully request the present rejection under 35 USC 
§103 be removed. 



Claim Retechons under 35 USC 5 102 in v8» w ~f Rao et a l in nt ^ 1 

Pan Cta" 12 y< "^ted unde r 35 U.3.C. 103(a) as being unpatentable ove r 

2W3%\ ?™ff P K l H- C 'P ,m 1 1 ab0Ve ' and " view of Kwon (Pub NoOJS 

2£2? 1 . l 934) - * ao dl5C,ose s *" system for measuring in vivo analyte 
concentrations using FRET comprising a light emitter 4 ana^e detector 6 fwith 

processor 28, but does not disclose the particular types of fluorescent dve«* u«w»ri 

fret d SS a sys ^ f ° r monitor[n 9 ana, y te coRm^SSS^SSSSi 

FRET, wherein one of the dyes which may be used is tetramethvlmodamine 
.sothiocyanate It would have been obvious to one having VSmnrSS^St art 

Re EttTJ?, . inVenti ° n ?T made t0 use witn «° FRET system^isc/osed by 
2? ? if f,u ? resoent tetramethylrhodamine isothiocyanate sSce this 
dye allows for effective FRET analyte concentration measurements. 

Claim 12 is dependent on Claim 11, and therefore contains the additional 
feature that the claimed system is for detecting troponin. Part of the inquiry for 
determining a prima facie case of obviousness under Section 103 has been 
discussed above. 

Applicants respectfully assert that the Examiner has failed to set forth a prima 
facie case of obviousness. Even if tetramethylrhodamine isothocyanate is a well 
recogn, 2ed dye, there is no teaching or suggestion to combine the fluorescent dye 
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with troponin to make the claimed analyte detection system, or that such an analyte 
system for troponin would be operative. As previously discussed "obvious to try- is 
not the legal test for obviousness. 

Because there is no teaching or suggestion to make the claim troponin 
analyte detector, Applicants respectfully request the present rejection under 35 USC 
§103 removed. 



C[a.m Reactions under 35 USC 6 103 o^r R a » e t al. in vlaw „f ph.., p t al 

™, p Ua ? S f 13 ' 16 were re i ected " nd er 35 U.S.C. 103(a) as being unpatentabl e 

3 L aS T liB t t0 C ' aim 1 1 above ' and further view of ChS et al 6 
Rao d scloses a system for measuring in vivo analyte concentrations usina FRET 
oompnsmg a Irght emitter 4, analyte detector 6 (with two tSSS^^JST 

tSSSZ^iS^' ' i9ht d t teCt0r 18 ' and processor 28 " Rao was also cited 
to indicate that the system may be in communication via a modem or antenna 

with an external diagnostic device (col. 1, lines 15-28), but does ,no leJol citlv 

SSS^H^ Pr ° CeSSO : 28 C ° mpareS the measured ■^SSffi to a 
teSSL a " S mun ,? tBS *? resu,t lo a therapy device. Chick was cited for 
SSZ ^ f m ° nitorin 9 svstem communicates with a drug 
delivery dev.ce implanted in the body such that a feedback loop is established 

3 P rescnbed amount dru 9 is released when the measured analyte 
concentration exceeds a certain threshold. It would have been obvious to one 
HHSH ordinar y. ski" in the art at the time the invention was made to place Z 
SSS, m ™ tonn9 as disdosed b y * a ° ^ al. in communication with a 

SrSSfbSS™ 9 by tok et aL since this al,ows for a feedback |0 °P to 

Claims 33-37 were also rejected under 35 U.S.C. 103(a) as beina 
unpatentable over Rao etal. in view of Chick etal. Rao was Sed as above for 
disctos.ng a system for measuring in vivo analyte concentrations ^ }£L FRET 
compnsing a light emitter 4, analyte detector 6 (vwto two fluorescent d^nrf * 

PnSL^ Pr0te / n) ' " ght deteClor 18 ' and Uce^or ^^foSSr " * 
indicates that the system may be in communication via a modem or antenna with 

th 3 t S^f' d ' a9n °^ CdeV,Ce (C0L 1 ' ,ines 15 ' 28 >< b «t does not exp iciSyTsclole 
that the processor 28 compares the measured analyte concentration to a 
threshold and communicates the result to a therapy TewS S disdoses a 
iSil^^?** SyStem that ^niunicates with^ d^T^eT 
S! n L ed J n the body such that a Redback loop is established wheS 

S^^tS^S!^ Wh6n the , meas - ad ana^^ntration 
hooT^,!,^! . thresh ? ,d - Tn ® Examiner conclude t therefore would have 
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Claim 13-16 is dependent on Claim 1 1, and therefore contains the additional 
feature that the claimed system is for detecting troponin. Claims 33-37 also 
contains the additional features for detecting troponin. 

Applicants respectfully assert that the Examiner has failed to set forth a prima 
facie case of obviousness based on the prior discussion that there is no teaching or 
suggestion to combine the fluorescent dyes with troponin to make the claimed 
detection system, or that such an analyte system for troponin would be operative 
As previously discussed -obvious to try- is not the legal test for obviousness. 

Because there is no teaching or suggestion to make the claim troponin 
analyte detector. Applicants respectfully request the present rejection under 35 USC 
§103 over Rao et al. in view of Chick et al. removed. 

Conclusion 

Applicants indicate they believe they have addressed all the issues raised by 
the Examiner, and respectfully request that the invention as now claimed be allowed 
to issue. 



Respectfully submitted, 




Attorney/Agent for Applicant(s) 
Registration No. 34,982 
CUSTOMER NUMBER 27581 
Phone: 763-505-2521 
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